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DETAILED ACTION 

The examiner acknowledges receipt of response to restriction requirement filed 1/24/08. 
Election/Restrictions 

1 . Applicant's election of Group I, claims 1-9 and 16-24 in the reply filed on 01/24/08 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). 

Applicant has fiirther elected a hydrogel species so that claims 1-6, 8, 9 and 16-24 read 
on the elected species, claims 7 and 10-15 are withdrawn form consideration. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 3-5 and 16-24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The boundaries of elastin-like polypeptides and derivatives in claim 3 are not described. 
The boundaries of derivatives in claims 4 and 5 are not described. 
The meets and bounds of substance in claim 16 is not described. 

Applicant may overcome the above rejection by deleting derivatives or specifically name 
what the derivatives are in the claims. 
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Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1, 2, 4-6, 8, 9, 16-21 and 23 rejected under 35 U.S.C. 102(b) as being anticipated 
by Hennink et al. (WO 98/00170). 

6. Hennink describes a hydrolysable hydrogels for controlled release of drugs such as 
protein drugs cytokine interleukin (abstract; page 1, lines 22-33; page 12, lines 14-31) with the 
hydrogel composition for the delivery of the protein drug meeting claims 16-19. The 
administration of the composition comprising the hydrolysable hydrogel polymer and the protein 
drugs to human (page 2, lines 4-19; page 3, line 30; page 5, lines 28 and 29; page 6, lines 7 and 
8; and page 1 3, lines 9-19) meets the limitations of claims 20 and 21 . The drugs in Henning are 
loaded into the hydrogel in an aqueous solution (page 4, lines 15-23; page 6, line 2) meeting 
claim 23. The hydrolysable polymer of Hennink has polyglycolic acid and or polylactic acid 
spacers between mathacrylate type polymer and dextran (page 7, lines 24-36; pages 8; Examples 
2, 3 and 4); the lactide or glycolide meets claim 4; the dextran meets claim 5 and the triblock 
polymer meets the generic polymer of claim 1 having the biodegradable segment, lactic acid and 
dextran and the smart segment, HEMA. Furthermore, the hydrogel composition is prepared in 
the form of microspheres (page 3, line 7; page 10, lines 26-34; page 12, line 7; pagel3, line 21) 
meeting claim 8. Claims 2 and 9 recite the properties of the polymer and the polymer 
composition so that the polymer and polymer composition of Hennink meet those claims. 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claims 1, 3, 22 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hennink et al. (WO 98/00170) in view of Merchant (US 20020068087). 

10. Hennink is discussed above as anticipating claims 1 and 2. Regarding claims 22 and 24, 
the artisan would have good reason to administer the composition having the appropriate 
concentration of the drug with the expectation that the delivery of the desired amounts of the 
drug would be released for effect the desired result. Hennink's polymer does not have the 
polymer of claim 3 as one of the polymers. However, hydrogel compositions containing pol y 
N-isopropylacryiamide is a temperature sensitive polymer known to be used in the delivery of 
protein drugs such as interleukins (paragraphs [0014], [0087], [0088] and [0099]. Therefore, 
taking the general teaching of the references, one having ordinary skill in the art would have 



Application/Control Number: 1 0/807,5 1 0 Page 5 

Art Unit: 1618 

reasonable expectation of success using poly N-isopropy I acrylami de in place of HEMA would 
produce a polymer that would be effective to deliver interleukin. 

1 1 . The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicant's cooperation is requested in correcting any errors of 
which applicant may become aware in the specification. 

Any inquiry concerning this communication or earlier communications fi-om the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained fi-om the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained fi"om either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



